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1 

The audit took place in Finland from January 12 through January 29.2004. 

An opening meeting was held on January 12. 2004. in Helsinki with the Central 
Competent Authority (CCA). At this meeting, the auditors confirmed the objective and 
scope of the audit. the auditors' itinerary, and requested additional information needed to 
complete the audit of Finland's meat inspection system. 

The auditors were accompanied during the entire audit by representatives from the CCA, 
the National Food Agency (NFA). 

2. OBJECTIVE OF THE AUDIT 

This was a routine annual audit. The objective of the audit was to evaluate the 
performance of the CCA with respect to controls over the slaughter and processing 
establishments certified by the CCA as eligible to export meat products to rhe United 
States. 

In pursuit of the objective, the following sites were visited: the headquarters of the CCA, 
one provincial inspection office, one government-owned residue laboratory and one 
private microbiology laboratory performing analytical testing on United States-eligible 
product, three slaughter and processing establishments. one slaughter establishment. and 
one cold storage facility. 

Competent Authority Visits Comments 
Competent Authority I Central 1 Helsinki 

I I I

I Provincial I 1 I Helsinki 

I Local 4 Establishment level 

Laboratories 2
I I 

Meat Slaughter and Processing Establishments 1 4 
Cold Storage Facilities 1 1  

3. PROTOCOL 

This on-site audit was conducted in four parts. One part involved visits with CCA 
officials to discuss oversight programs and practices. including enforcement activities. 
The second part involved on-site visits to five establishments: three slaughter and cutting 
establishments, one slaughter establishment and one cold storage facility. The third part 
involved visits to one government-owned and -operated residue laboratory and one 
private microbiology laboratory. The National Veterinary and Food Research Institute 
laboratory in Helsinki and HK Ruokatalo Oyj Laboratory in Forssa kvere conducting, 
respectively, analyses of field samples for residues and microbiology for the 
establishments certified to export product to the United States. 



Program effecti~eness determinations of Finland's inspection s)i stem focused on file 
areas of risk: (1) sanitation controls, including the implementation and operation of 
Sanitation Standard Operating Procedures (SSOP). (2) animal disease controls, (3) 
slaughter,'processing controls. including the implementation and operation of HACCP 
programs. (4) residue controls. and ( 5 )  enforcement controls. Finland's inspection system 
was assessed by evaluating these five risk areas. 

During all on-site establishment visits. the auditors evaluated the nature, extent and 
degree to which findings impacted on food safety and public health. The auditors also 
assessed how inspection services are carried out by Finland and also determined if 
establishment and inspection system controls were in place to ensure the production of 
meat products that are safe. unadulterated and properly labeled. 

During the opening meeting, the auditors explained to the CCA that their inspection 
system would be audited in accordance with three areas of focus. First, under provisions 
of the European Community (EC)/United States Veterinary Equivalence Agreement 
(VEA). the FSIS auditors xvould audit the meat inspection system against EC Directive 
6414331EEC of June 1964; EC Directive 96122IEC of April 1996; and EC Directive 
96/23/EC of April 1996. These directives have been declared equivalent under the VEA. 

Second, in areas not covered by these directives, the auditors would audit against FSIS 
requirements. These include daily inspection in all certified establishments, humane 
handling and slaughter of animals, the handling and disposal of inedible and condemned 
materials, species verification, and FSIS requirements for HACCP, SSOP, and testing for 
generic E. coli and Salmonella species. 

Third, the auditors would audit against any equivalence determinations that have been 
made by FSIS for Finland under provisions of the SanitaryiPhytosanitary Agreement. 
One alternate procedure has been recognized as equivalent: testing for generic E. coli is 
performed by the CCA and testing for Salmonella species is performed by the 
establishment under CCA supervision. 

4. LEGAL BASIS FOR THE AUDIT 

The audit was undertaken under the specific provisions of United States laws and 
regulations, in particular: 

The Federal Meat Inspection Act (21 U.S.C. 601 et seq.). 

The Federal Meat Inspection Regulations (9 CFR Parts 301 to End), which include 
the Pathogen ReductiordHACCP regulations. 

In addition, compliance with the following EC Directives was also assessed: 

EC Directive 64/433/EEC, of June 1964, entitled "Health Problems Affecting Intra- 
Community Trade in Fresh Meat" 



EC Directive 96123lEC. of 29 April 1996. entitled "Measures to Monitor Certain 
Substances and Residues Thereof in Live Animals and Animal Products" 
EC Directive 96122lEC. of 29 April 1996. entitled "Prohibition on the Use in 
Stockfarming of Certain Substances H a ~ i n g  a Hormonal or Thyrostatic Action and of 
f3-agonists" 

5 .  SUMMARY OF PREVIOUS AUDITS 

Final audit reports are available on FSIS' website at the following address: 
http:/J199.140.65.44lreeulations & policieslForeirrn Audit Reports, indexasp 

The last t u o  audits of Finland's inspection system have s h o w  several problems. During 
the September 2002 audit of Finland's inspection system, the following deficiencies were 
identified: 

In one establishment, pre-operational cleaning of some product-contact surfaces 
was inadequate. 

In one establishment, maintenance of over-product structures had been seriously 
neglected. 

In one establishment, light intensities at some post-mortem inspection stations did 
not meet either E.C. or U.S. requirements. 

In two establishments, several stainless combo bins, which were being used for 
exposed product, were cracked and in need of repair. 

In one establishment, several white plastic containers, intended for edible product, 
were found to be used for other purposes without being labeled appropriately. 

In one establishment, the in-plant NFA personnel and the slaughter foreman were 
usually not notified when contamination with ingesta or feces was found at the 
pre-boning trim station. 

In one establishment, a review of the monitoring records for the Critical Control 
Point (CCP) for absence of visible contamination with ingestdfeces showed that 
the critical limit had been exceeded on six of the past seventeen days. and up to 
three times per day on several of those days. 

In one establishment, the witten preventive measures required when visible 
contamination with ingesta or feces is found after the CCP for absence of visible 
contamination was not being followed. 

In one of the four slaughter establishments, testing for generic E, coli was not 
conducted ~ r o ~ e r l v .  



In all establishments. establishment personnel were taking samples for generic E. 
coli; uhereas this should hate been done by the government officials. 

In one establishment. the NF.4 personnel were taking samples for Salmonella 
species. whereas the establishment employee should have taken the samples. 

In the residue laboratory. there were no witten corrective actions to be followed 
in the event that an analyst's performance did not meet expectations. 

All of the deficiencies identified in September 2002 had been corrected by the next audit 
in March 2003. 

In the FSIS audit of March 2003, the following deficiencies were identified: 

In two establishments, maintenance and cleaning of over-product structures had 
been neglected to varying degrees in several production areas, although no direct 
product contamination resulting from the neglect was observed during the audit. 

In one establishment, general housekeeping in the chemical storage area had been 
neglected. 

In one establishment, cross-contamination was observed between a carcass that 
was railed out and another carcass that had fallen on the floor. 

6. MAIN FINDINGS 

6.1 Legislation 

The auditors were informed that the relevant EC Directives, determined to be equivalent 
under the VEA, had been transposed into Finland's legislation. 

6.2 Government Oversight 

The NFA has the organizational structure and staffing to ensure uniform implementation 
of U.S. requirements. It is responsible for directing, planning, and developing food 
control in Finland and for exercising enforcement over the food inspection system. 
Activities cover the control of all foodstuffs from farm to table. The NFA guides the 
municipal food control authorities, provincial governments, and the National Board of 
Customs, which perform the practical control. The NFA is subordinate to the Ministry of 
Agriculture and Forestry. 

6.2.1 CCA Control Systems 

The YFA is divided into five units: the Meat and Fish Hygiene Unit, the Milk and Egg 
Hygiene Unit. the Health Protection Unit. the Food Control Unit. and the Administrative 
Unit. The Meat and Fish Hygiene Unit is responsible for guidance and direction tasks 
under the relevant hygiene acts. This unit is also responsible for some tasks under the Act 



on the Implementation of the Common Agricultural Policy. The unit delelops the 
uniformit) and efficiency of food control in its o u n  area. The meat inspection personnel 
(approximately 100) belong to this Unit. The NFA cooperates closely with the National 
Veterinarq- and Food Research Institute and the Plant Production Inspection Centre. 

The Ministry of Agriculture and Forestry transposes all relevant European Union 
legislation into Finnish law. 

Mainland Finland is divided into five Provinces. Three of the establishments certified for 
U.S.-export are located in the Province of Western Finland and two in the Province of 
Southern Finland. This audit included a visit to the Provincial Veterinary Office in the 
Province of Southern Finland. 

Guidelines have been developed by a crisis working group in the NFA to be implemented 
in the case any terrorism activities are suspected. 

6.2.2 Ultimate Control ,4nd Supervision 

The tasks of the NFA include meat inspection and control in slaughterhouses and other 
establishments, approval of the slaughterhouses and establishments in connection with 
slaughterhouses, national testing programs for residues and for Salmonella species in 
meat, and controls for meat exports outside the European Union. The in-plant inspection 
personnel are supervised both by the NFA Senior Veterinary Officers (stationed in 
Helsinki) and by the Provincial Veterinary Officers (PVOs), who perform the monthly 
internal reviews of the establishments certified as eligible to produce products for U.S. 
export. Under the current system, all issues that may arise regarding animal health and 
welfare are expected to be channeled through the PVOs. The PVOs carry the 
responsibility to evaluate and report on the performance of the in-plant inspection 
personnel and export procedures. The PVOs, in turn, are also supervised by the NFA 
Senior Veterinary Officers in Helsinki. 

The PVOs discuss their routine evaluation of the performances of the in-plant inspection 
personnel during the internal reviews. If they have any concerns. they discuss this with 
their supervisors after the audit is completed. 

Nationally developed inspection forms are in use in all establishments for supervision of 
establishment compliance. A guideline of u ~ i t t e n  instructions for supervision of 
establishments eligible for U.S. export, including evaluating PRIHACCP programs and 
compliance with other FSIS requirements has been developed and implemented. 

The EC's regulations regarding movement, identification? and traceability of animals are 
enforced in Finland. 

The national residue testing program is jointly developed, implemented. and applied by 
(1) the NFA, (2) the National Veterinary and Food Research Institute, and (3) the 
-Ministry of Agriculture and Forestry. 



6.2.3 Assignment of Competent, Qualified Inspectors 

Veterinarians take courses in meat inspection in the curriculum of their forrnal education. 
After graduation, they take further special courses in meat inspection. including four 
ueeks of practical training. They must then pass specific examinations before being 
qualified to tvork in establishments. Non-veterinary "auxiliaries" have courses involving 
200 hours of practical training on slaughter line and 400 hours of theoretical class work. 
after which they must also pass specific examination before being qualified to work in 
export meat establishments. 

In-plant inspection personnel, their supervisors (the Provincial Veterinarians), and 
headquarters officials have participated in additional HACCP training. 

No part-time or full-time government employees are allowed to perform private. 
establishment-paid tasks at an establishment in which they perform official duties. 
Private-practicing veterinarians may be hired as temporary or part-time government 
employees in establishments certified for U.S. export. 

The NFA charges the establishments monthly for inspection services, according to the 
applicable European Union Directive, which has been transposed into Finnish legislation. 
and pays the field inspection personnel directly. 

6.2.4. Authority and Responsibility to Enforce the Laws 

The NFA has the authority and the responsibility to enforce U.S. and E.C. requirements. 

6.2.5. Adequate Administrative and Technical Support 

The NFA has adequate administrative and technical support to operate Finland's 
inspection system and has the resources and ability to support a third-party audit. The 
KFA is responsible for hiring veterinarians and other inspection personnel and determines 
the allocation of personnel to the establishments. 

6.3 Headquarters Audit 

The auditors conducted a review of inspection system documents at the headquarters. 
provincial and in-plant inspection offices at the audited establishments. The records 
reviews focused primarily on food safety hazards and included the following: 

Internal review reports, 
Supervisorq visits to establishments that were certified to export to the U.S.. 
Training records for inspectors and laboratory personnel, 
Animal disease status. 
Supervisorq- visits to U.S. certified establishments, 
Label approval records. 
New laws and implementation documents such as regulations. notices. directives 
and guidelines. 



Official communications ~vi th field personnel. both in-plant and supenisorq-. in 
U.S. certified establishments. 
Sampling and laboratorq analyses for residues. 
Sanitation, and slaughter inspection procedures and standards. 
Species verification policy. 
Export product inspection and control including export certificates. and 
Enforcement actions. 

No concerns arose as a result of the examination of these documents. 

6.3.1. Audits of Regional and Local Inspection Sites 

The provincial inspection office in Helsinki was audited on January 26,2004, to gain 
insight into the oversight of establishment-level inspection controls. No concerns arose 
as a result of this audit. 

7. ESTABLISHMENT AUDITS 

The FSIS auditors visited three slaughter and processing establishments, one slaughter 
establishment, and one cold storage facility. None of the five establishments was delisted 
by Finland's inspection service as a result of failure to meet FSIS requirements. One 
establishment received a Notice of Intent to Delist (NOID) from the NFA because of 
SSOP implementation deficiencies. This establishment may retain its certification for 
export to the United States provided that the management corrects all deficiencies noted 
during the audit within 30 days of the date the establishment was audited, or it is to be 
delisted by the NFA. 

8. RESIDUE AXD MICROBIOLOGY LABORATORY AUDITS 

During laboratory audits, emphasis is placed on the application of procedures and 
standards that are equivalent to United States requirements. 

Residue laboratory audits focus on sample handling, sampling frequency, timely analysis. 
data reporting, analytical methodologies, tissue matrices, equipment operation and 
printouts, detection levels, recovery frequency, percent recoveries, and intra-laboratory 
check sample and quality assurance programs, including standards books and corrective 
actions. 

Microbiology laboratory audits focus on analyst qualifications, sample receipt, timely 
analysis. analytical methodologies, analytical controls, recording and reporting of results. 
and check sample programs. If private laboratories are used to test United States 
samples, the auditors evaluate compliance with the criteria established for the use of 
private laboratories under the FSIS HACCPIPR requirements. 



The folio\\-ing laboratories were audited: 

The government-ouned and -operated National Veterinary and Food Research Institute 
laboratory in Helsinki is the reference laboratory for residue testing. 

The private HK Rziokatalo Ojj  Laboratory in Forssa conducts analyses of field samples 
for microbiology for the establishments certified to export product to the U.S. 

The findings in these laboratories will be discussed in Section 1 1.3 (Testing for generic E. 
coli). 12 (RESIDUE CONTROLS). and 13.2 (Testing for Salmonella species) of this 
report. 

9. SANITATION CONTROLS 

As stated earlier, the FSIS auditors focused on five areas of risk to assess an exporting 
country's meat inspection system. The first of these risk areas that the FSIS auditors 
reviewed was Sanitation Controls. 

Based on the on-site audits of establishments, and except as noted below. Finland's 
inspection system had controls in place for SSOP programs. all aspects of facility and 
equipment sanitation, the prevention of actual or potential instances of product cross- 
contamination, good personal hygiene practices, and good product handling and storage 
practices. 

In addition, and except as noted below, Finland's inspection system had controls in place 
for light, ventilation. plumbing and sewage, water supply, dressing rooms/lavatories, 
equipment and utensils, sanitary operations, employee hygiene, and condemned product 
control. 

In one establishment, containers designated for edible product were used for 
inedible product (416.3) (EC Dir. 641433) 

In two establishments, product residues were observed on over-product structures 
(416.2b) (EC Dir. 641433). 

In one establishment. NFA personnel were unable to interpret the reports from the 
pest control contractor (416.2a) (EC Dir. 641433). 

In one establishment, condensation was noted on a refrigeration unit in one cooler 
(416.2d) (EC Dir. 641433). 

In one establishment, a roll of piastic for edible product was contacting the floor 
and plastic for packaging was stored in a container designated for inedible 
materials (416.4a) (EC Dir. 641433). 



9.1 SSOP 

Each establishment was evaluated to determine if the basic FSIS regulatory requirements 
for SSOP were met. according to the criteria employed in the U.S. domestic inspection 
program. The SSOP in all four establishments were found to meet the basic FSIS 
regulatory requirements. with the follow-ing deficiencies in the implementation of SSOP. 

In one establishment, fat and meat particles were observed on white tubs that were 
ready for use for edible product (9 CFR 4 16.13). 

In one establishment, an unclean carcass hoist hook was contacting edible product 
(9 CFR 416.15). 

In three establishments, the SSOP records did not include adequate descriptions of 
deficiencies found and corrective actions taken (9 CFR 4 16.16). 

9.2 EC Directive 641433 

In two establishments, the provisions of EC Directive 641433 were effectively 
implemented. In the other three establishments, deficiencies were identified. The 
specific deficiencies are noted in the attached individual establishment reports. 

1 0. ANIMAL DISEASE CONTROLS 

The second of the five risk areas that the FSIS auditors reviewed was Animal Disease 
Controls. These include ensuring adequate animal identification, control over condemned 
and restricted product, and procedures for sanitary handling of returned and reconditioned 
product. The auditors determined that Finland's inspection system had adequate controls 
in place. No deficiencies w-ere noted. 

There had been no outbreaks of animal diseases with public health significance since the 
last FSIS audit. 

11. SLAUGHTEWPROCESSING CONTROLS 

The third of the five risk areas that the FSIS auditors reviewed was Slaughter/Processing 
Controls. The controls include the following areas: ante-mortem inspection procedures; 
ante-mortem dispositions; humane handling and humane slaughter; post-mortem 
inspection procedures and dispositions; ingredients identification; control of restricted 
ingredients, formulations, processing schedules, equipment, and records; and processing 
controls of cured, dried. and cooked products. 

The controls also include the implementation of HACCP systems in all establishments 
and implementation of a testing program for generic E, coli in slaughter establishments. 



1 1.1 Humane Handling and Humane Slaughter 

No deficiencies u-ere identified regarding humane handling or humane slaughter. 

1 1.2 HACCP Implementation 

In two establishments, calibration of the equipment for monitoring critical limits 
was not clearly defined in the written HACCP plan (9 CFR 41 7.4). 

In one establishment. the u ~ i t t e n  descriptions of monitoring and verification 
procedures were not clear. Both were performed, but the records did not reflect 
the correct terminology (9 CFR 41 7.4). 

1 1.3 Testing for Generic E. coli 

No deficiencies were identified regarding the testing programs for generic E, coli. 

1 1.4 Testing for Listeria monocytogenes 

None of the five establishments was producing ready-to-eat products for export to the 
United States. Accordingly, FSIS requirements for testing for Listeria monocytogenes 
did not apply. 

1 1.4 EC Directive 64/433 

In all five establishments, the provisions of EC Directive 641433 regarding humane 
handling and humane slaughter were effectively implemented. 

12. RESIDUE CONTROLS 

The fourth of the five risk areas that the FSIS auditors reviewed was Residue Controls. 

The government-owned and -operated National Veterinary and Food Research Institute 
laboratory in Helsinki was audited. The following observation was made: 

Some recoveries for sulfonamides were as low as 50%. FSIS expects a minimum 
of 70% recovery for sulfonamides. 

12.1 FSIS Requirements 

At the time of this audit, four slaughter establishments and one cold-storage facility were 
certified for U.S. export. 



12.2 EC Directive 96/22 

In the National Veterinarq and Food Research Institute laboratop in Helsinki. the 
provisions of EC Directive 96/22 mere effectikely implemented. 

12.2 EC Directive 96/23 

In the National Veterinary and Food Research Institute laboratory in Helsinki. the 
provisions of EC Directive 96/23 were effecti~ely implemented. 

13. EXFORCEMENT CONTROLS 

The fifth of the five risk areas that the FSIS auditors reviewed was Enforcement Controls. 
These controls include the enforcement of inspection requirements and the testing 
program for Salmonella species. 

13.1 Daily Inspectior, in Establishments 

Inspection was being conducted daily and was well-documented in all five 
establishments. 

13.2 Testing for Salmonella Species 

No deficiencies were identified regarding the testing programs for Salmonella species. 

13.3 Species Verification 

At the time of this audit, Finland was required to test product for species verification. 
Species verification was being conducted in those establishments in which it was 
required. 

13.4 Monthly Reviews 

During this audit it was found that in all establishments visited, monthly supervisory 
reviews of certified establishments were being performed and documented as required. 

13.5 Inspection System Controls 

The CCA had controls in place for prevention of commingling of product intended for 
export to the U.S. with product intended for the domestic market. 

Two of five establishments audited had inadequate enforcement of U.S. 
requirements. 

In addition, controls were in place for the importation of only eligible livestock from 
other countries, i.e.. only from eligible third countries and certified establishments within 



those countries. and the importation of on14- eligible meat products from other counties 
for further processing. 

Lastly. adequate controls were found to be in place for securit); items. shipment security, 
and products entering the establishments from outside sources. 

14. CLOSING MEETNG 

A closing meeting was held on January 28,2004. in Helsinki with the CCA. At this 
meeting, the primary findings and conclusions from the audit were presented by the 
auditors. 

The CCA understood and accepted the findings. 

Dr. Oto Urban 
International Audit Staff Officer 



15. ATTACHMENTS TO THE AUDIT REPORT 

Individual Foreign Establishment Audit Forms 
Individual Foreign Laboratory Forms 
Foreign Country Response to Draft Final Audit Report 
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Dr Oio Urban .hF x e r l m d ,  NFX. Selja Berg EELA 
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3ESIDbE I-EM C3MMENTS 

Species Cooked meat nethodology for species verification testing was applied on raw meat samples destined to export to 

U.S.  

The following tissue matrices were used: for DES - urine and feces, for sulfonamides - muscle. and for 

ivermectin - liver. 

800 I 13 I Some recoveries for sulfonamides were as low as 50%. FSIS expects a minimum of 70% recovery for 

I I sulfonarnides 
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Equipment Operatron 
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Foreign Establishment Audit Checklist 

2r Oto Lrbm T;Z V - S - L  A ~ D  Z ~ ~ I J V W T- - p j ~  
-

P l a c e  an X rn the A u d ~ tR e s ~ k sb l o c k  t o  i n d i c a t e  n o n c o m p l ~ a n c ew ~ t hr e q u i r e m e n t s  Use  0 ~fn o t  a p p r c a b l e .  

Part A -Sanitation Standard Operating Procedures (SSOP) idt Part D - Continued 4,5t 

Basic Requirements 2 s ~  Economic Sampling ' =ZESUI~S 

33. Scheduiec Sample 

8 .  Recorcs aocumentng mplementat~on. I 

-

9 Signed and catec SSOP by m - s ~ t e  or overall author~ty 

I
Sanitation Standard Operating Procedures(SS0~)-  ! 
Part E -Other  Requirements 
 I

Ongoing Requirements I 


10 Implementation of SSOP's, includhg monitoring of mplemer,tation. I 36 Export 
I


11. Maintenance arid evaluation of the effecfiveness of S O P ' S  I 37 1npo;t 

I
12 Correctiveact13nwhen the SSO?s have faled to prevent direct 1 

38 Es:ablishrne~t Gromds and Pest Contn l  x
product corttarninatim or aduheraticn. 

.. . -. -- - -
I 


13 Daily w o r d s  document i b m  10, 11 and 12aSove. x 39. Estabishrnent Construct~cn/Malntenance 

Part B - Hazard Analysis and Critical Control I 40, Light 1 

Point (HACCP) Systems - Basic Requirements I 


14 Developed a d  implemented a w n t t m  HACCP plan 

' 5  Contents o' tne YACCF 11st the f w d  sa'ety h z a r d s  742 Plumbing and Sewage 1 

a-iticd conwu oants critical limlts pocedwes wrrecbve adions I -

13 Water Supply
16 Records documentirg irnpbmen!at~on and rnonitonng of the I 
HACCP plan I 


:4 Dressing Rmns!Lamtones 
17 The HACCP plan IS sgned and dated by the responsible I I 


establ~shment~ n d i v d ~ a l  15 Equipment and Utensils 

Hazard Analysis and Critical Control Point 
I
(HACCP) Systems -Ongoing Requirements 1 -- -

16. Sanitary Operations x 
18 Monibnng of HACCP plan 

17. Employee Hygiene 
I 


19 Venf~cabor and vaidation of HACCF ~ i a n  >i 
I@.
Condemned Prsduc! Control II


20 Ccirective actlon writ:en In HACCP plan 

21 Reassessed aaequacy of the H K C P  plan I Part F - Inspection Requirements 

22 Records docunmting tfie wr i tkn  HACCF plan m n  t o r i q  of the !9 Governpent Staffing I 


c-t ical canto p i n t s  dates a d  t m e s  d specifc evem accurrelces 

Part C - Economic I~ o l e s o m e n e s s  I > O  Daiiy l n s p e c t ~ n  Coverage 

23 Labeling - Roduct S:andards 
1 0  ,1 Enforcement I X


24 Labaing - N d  ihhghts 0 
25 General Labeliig 1 0  ,2 Humane bandling 

25 Fin Prod Standans Bonefess (3efects AQL P a k  Sk ns,'Moisture) 3 Animal lcent~fication !
I 0A 


Part D -Sampling 
Generic E. coli Testing 4 Ante Mortem I n s ~ e c t i o n  I 


27. Written P:ocedures I 


Part G - Other Regulatory Oversight Requirements 

Salmonella Performance Standards - Basic Requirements , 



3 9 
L J  5 1. ErtabiXmex pre-opzrational jmitation k s ~ e s i o r ~  :xords  5 2  not c i u &  iesc;ipriozs of rhe deficienciss I 'ou~d. %9 
CFR 315.15) 


19 '51.Calibration. al~hough p-formed: xvas not clearly delixatec! m d  [he frequency and procecicres will be ree\.aluated. 
(9 CFR 417.3:) 

38 5 1 56 hTA personnel ere no: able to mterpret :he results sheets from the pest control contactor No actual pest 
control problems v, ere observed (9CFR 3 i 6 ?a) (EC Du 53 433 )  

41 56. Condensation was noted on the cooling s j  stem m the cooler No product contamination was observed The 
establishment m n e d i a t e l ~u lped the area (9 CFR 4 16 2d) (ECDu 64/433 )  

46/56. A large jug of liquid in the equipment cleaning room was noticed to be unlabeled. The jug was immediately 
removed and the contents disposed of. A roll of plastic was on a stand that alloued it to touch the floor. This was 
immediately removed from the area. In the blender room, plastic to be used as a packaging material was being stored in an 
inedible-designed container. This plastic was disposed of. (9 CFR 4i6.4a) (EC Dir. 64i433) 
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P l a c e  an X I" t b F ~ u d ~ t  n o - i c o r no l ~ a n c eW I T ~Resu l ts  b l o c k  t o  ~ n d ~ c a t e  r e q u l r e m e r t s .  U s e  0 ~fno t  a p o l i c a b l e .  

Part A -Sanitation Standard Operating Procedures (SSOP) I ,,,,
 Part D - Continued kijl 

Basic Requirements 4esl' Economic Sampling 
--

Ses-'s 

7 V$r,t:en SS3? I 33 Sched~ lec  Sarroie 
- ---ppp 


8 Records docurnentng ~rrplementat ion 1 34 Speces -est,-g ___ --
9 Sgned and dared SS=P, oy m - s ~ t e  or overall autho-~ty 35 Residue I 

-- I 

Sanitation Standard Operating Procedures (SSOP) 
Part E -Other Requirements 

Ongoing Requirements 
13 lmplernentatlon of SSOP's Inc udng rnonltoring of Imp ernertation 

11 Vaintenance ana evaluat~on of the effecbveness of S O P  s 

12 Correctlveactionwnen the SSOPs have faied to p r e v e ~ t  direct I
38 Establ~shrnent Grounds and Pest Control pnduct contamina:lm or a d u k r a t ~ o n  

I 

13 Da ly  rcords  document i*m 10 11 and 12 above 

Part B - Hazard Analysis and Critical Control 40, Lignt 1 
Point (HACCR Systems - Basic Requirements 

41 Vent~iatlcn 
implemented a wr i t tm HACCP plan -- 1 -14. 3eveloped a ~ d  

1 5  Contents of the HACCF list the f a d  safety hazards, I 42 Plumb~nganc Sewage 
I

3-~tica' conbol p j n t s ,  critical h i t s ,  pccedwes,  mxectrve actions. I 
i 

116. Records document~ng impkrnentatlon and monitoring of the 43 W a t a  S u ~ p l y  

HACCF plan. 

1 
44. Dressing Rmms/Lauator!es I 

17 The HACCP plan 1s sgned and dated by the respons~ole --

establ~shmentlndivdual 45 Eauipment and U!ensiis 

Hazard Analysis and Critical Control Point 
(HACCP) Systems - Ongoing Requirements 46 Sanltary Operations x 

18  Monibnng of W C C P  Plan I 

47 Ernoloyee hyglene 
1 

19. Verif~cation and vaidation of HACCP plan. 
48 Condemnea Product Control 

20 C o r e c t ~ v eactlon wr i t tm In HACCP plan 

21 Rezssessed adequacy of the HPCCP plan Part F - Inspection Requirements 
I 1 

22 R e c o b  docummt~ng Lbe written HACCP plan monlto?w of the 
c r ~ t ~ c a lconto  p i r t s  dates a d  tmes d spezif~c everd ocwrremes 

I 

L 
49 Government Staf f~ng 

I 

Part C - Economic 1Vholesomeness I 50. Daily Inspectla? Coverage 

23 

24 

25 

Labei~ng- b a u c t  Standards 

Labding - N e t  We~ghts 

G e ~ e r a l  Laoellng 

0 

0 
0 

51 

52 

Enforcement 

Humane Y andl~ng 

I 

I 

26 Prod StandarrislGonelss (DefectsIAQUFak Sk~nsmOo~sture) , 0 33 Anlrnal loen:tficat~on ! 

Part D -Sampling 
Generic E. coliTesting 14. Ante M o r t m  lns;~c!ion I 

27. Written Procedures 1 

28 Sample ~ o l k c t ~ o n i k n a ! y s i s  

Part G - Other Regulatory Oversight Requirements 

Salmonella Wrforrnance Standards - Basic Requirements ~ 

I 



-- -- - 

15 56 Conta ixrs  desigmrzd for e i ibie  product oS?-  \i.srz used for inedihie p o d u c t  iil :he &boning room (9 CFX 316.3) 
!EC Dir. 64 133). This deficiency was imnedizrzly corrsz:-sd b> the e s t a b l i s h e n :  macagement. 

45 56 0-,-erhead structures ~7 e x  obsen.ed lvith pieces o fmsa t  scraps 2nd fat in thz debonbg roo= (9 CFR 410.4. b.) (EC 
Du.64 '3331. N o  product a s s  directly exposed. This deficiency was corrected i imediatel> by the establ ishine~t  
employee. 

E i  NMdE 3 F  AUDITOR 52 AUDIT03 SIGVATJSE SND DATE 

21 Circ :r:a 5 ??h+432-cr/c/ Y & L A / i *  3 / / 7 / 5 i j
-- - --- _ _ i i  -L---'----


1 
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Place an X I n  the A u d ~ tResu l t s  b lock t o  inmcate n o n c o n p l ~ a n c ew ~ t hrequirements. U s e  0 ~f n o t  app l~cab le .  
Part A -Sanitation Standard Operating Rocedures (SSOP) ~ d ~ t Part !J - Continued :A U ~  

Basic Requ'kements I RsJI: Economic Sampling 
--

I i i ~ ~ ~ t s  
-

7 Wr~t ten  SS3o  73 Scked led Sanple 

8 Records dccumeitng n p  emenratlon 

9 S~gnec and daed SSOP by m-slte or overal au'hor~ty I 


Sanitation Standard Opera%ng Procedures (SSOP) 
I Part E - Other Requirements 1 i


Ongoing Requirements 
10 lmplemen:at~or of SSOP a lrcludng moni:oring of ~mplernentat~on 36 Export I 


11 Maintenance and e ~ a l u a t ~ o n  
of t3e effecbveness of SSOP s 37. Import I 

12 Coriect~veact~onwhen the SSOPs have faied to prevent clrect 
I 38. Estabiishr,eilt Gromds and F s t  Control 1pmduc: cortaminat~m or adukerat~on 

13 3a iy  - co rds  document item 1 C  11 and ' 2  above I 39. Establishment Construction!Ma~ntenance I 


Part B - Hazard Analysis and Critical Control 1 40 Light 
- -
I 

Point (HACCP) Systems - Basic Requirements I 

41 Ventilation I 


14 Developed a d mplemented a wnt tm HACCP plan I 


15. con ten!^ of the HACCP list the f a d  safety hazards, 42 Plumbmg and Sewage 1 

u i t i cd  control pants, cr~tical l~mits,  pocedures, carrecbve adions I 


116. Records documenting inpbmentat ion and momtoring of the I 43 W a t a  Supply 

HACC? plan. I I 

44 Dressing Rmms/Lavatoves 

I 

17 The LIACCP plan IS sgned and dated by tne respons,ble 
 I

edabl~shrnentlndivdual 45 Equ~prnent and i l tens~ ls  I 


Hazard Analysis and  Cntical Control Point 
(HACCP) Systems - Ongoing Requirements 46. Sanltary Operations 1-

18 Monrbnng of HACCP plan I 

$7. Employee Hygiene I 


19. Venficanon and vaidation of SACCP plan I I

18 Co~oemnedP~oduct Cmtrol  

I
20. Corec t iveact~on wri t tm in HACCP plan. 
I I 


21. Reassessed adequacy of :he HPCCP plan. I Part F - Inspection Requirements I 


I 

I d 

22 Records docurnmt~ng the written HACCP plan nvsnltorlm of the 19 Government Staffrng 
 I 
cntical conkol pan's dates a d  trnes d specif~c evert ocwrenzes 
 1 

IPart C - Economic IWholesomeness I j0 Dally lnspect~m Coverage 

23 Labeling - Roduct Standards I
I 0  r l  Enforcement 

I 


,2 Humane na rd l~ng  
25 General Label~ng 0 

26 Fin Proa Standards~Soneiess [De feas lAQLRrk  Sk1nsA4o1stu.e) 0 3 .  Animal ldent~f~cat~on 

Part D -Sampling 
Generic E. co l i  Testing 4 Ante M o r t m  lnspct ion 

I 


I
27. Written ?racedures 5 Post Monen inspct lon I 


28 Sarnpie C o ~ b c t ~ o n l h a i y  I I 
S IS 

Part G - Other Regulatory Oversight Requirements 
I 


Salmonella Performance Standards - Basic Requirements 



Yo deficiencies cbsened 



-- 

-- 
-- 

- -- 

-- 

-- 

-- -- 

Foreign Establishment Audit Checklist 

-. 

Dr Oto rrban ~ ~ I S I - EALJCI- -Y C C J M 3 T  ALD T 
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Place a n  X I n  t he  Audrt R e s u l t s  b l o c k  t o  rndrcate n o n c o m p l i a n c e  wrth r e q u i r e m e n t s  U s e  0 ~f n o t  app l~cab le .  
Part A - San rtabon Standard Opemt~ng Rocedures (SSOP) 4 4  Part D - Continued AX : 

Basic Requirements RESJ Economic Sampling R ~ S ,ts 

7 Written SS3P 33 Scneaulea Sanc le  I 


8. Recsrcs d c c ~ r r e n t n g  implementa:~or,. 

.--
a Signed a r d  dated SSOP by m - s ~ t eor oveal l  autnorlry 15 Pesidue -+-Sanitation Standard Operating Procedures (SSOP) Part E -Other Requirements I 


Ongoing Requirements I 

10 1rnplemen:at:on of SSOP's incluong rnonitorlng of lmpiementation X 36 Export 

11 Maintenanceand evaluation of !he effecbveness of S O P ' S .  1 37 Import 1 

12. Coriectiveacton when the SSOPs have faied t o  p reent  direct 

p a d a t  cc<mina:i;r, si z d i i t ~ r a t ~ o r , .  I 38. Establishment Gro,mds and Pest Ccnrml 
 I 
13. Galy r s x r d s  document item 10, ?1 and 12 above. X 39.  Establishment Cocstrdc!ionlMaintenance 1 X
I 


Part B - Hazard Analysis and Critical Control  40. Lignt 

Point (HACCP) Systems - Basic Requirements I 

4:. Ventilation I
14 Cevelopea and irrplernented a wnt tm HACCP plan I 


I 


15 Cortents o' the YACCP list the f m d  safety hazards 42. Plumbing and Sewage 
cit lcal conbol ants cnttcal I m t s  aocedures wrrecbve act~ons 1 I 


16 Records oocment ing  lrnpsmentation and monitomg of the 4 3 ,  Water supply 1 X 

HACCP plan 

17 T?e HACCP ;Ian IS sgned and c d e d  oy the responsiole I 


es:abl~shment indivdual , 
45 Equipmert and Utens~is I X 


Hazard Analysis and Critical Control Point 
(HACCP) Systems - Ongoing Requirements I 46 San~tary Operattons X 


18 Monitoring of M C C P  plan 
47 Ernoioyee Yygiene 
 I 

19 Veqficabon aro vaidat on of HACCP plan ' x  
c8 Condemned Product Control I 


20. Correct~ve actlon written in HACCP plar,. 

i I 
alequacy of the 'IACCP olan. 1 Part F - Inspection Requirements 121.  R e ~ s e s s e d  

I
22  Records d o c ~ m ~ t l n g  b e  written HACCD plan rronitorirg of the I 
19 Government Staffing 

crltical conbol mints odes and tmes d s p e i f i c  everrt occurrerces + 
 I 

Part C - ~ c o n o m i c1 ~ o l e s o m e n e s s  
I 50 Daily I n s p e c t ~ m  Coverage 

23 Labeltng - R o c ~ c tStaloaros 0 51 Enforcement X
I 
24.  Labding - N e t  'We~ghts I0 


25 General ,a3eImg 0 52 Humane Handling I 


25 F,r  Prod StardardslBore ess (3efects lAQL PTK Sk~rsh lc ts tu re)  0 j3, Animal ldenttflcation I 


Part D -Sampling I 

Generic E. co l i  Testmg )4 Ante mom^ Inspc!ion 


I 

27 Written 'ircceddres j5 Pcs! Mor rer  1nspc:ion 
I 


Part G - Other Regulatory Oversight Requimnents 
I 


C o n r n ~ n ~ t v
Salmonella Performnce Standards - Basic Requirements 

j E ~ Y p a l  3 rec t i ies  X 




10.D~~r ingopzrations, a Cock lvith both g r e w  aad remxats  of previous da>,s' production n-as x e d  to hoist a carcass leg 
to re-hang ;he carcass. Tkis contacted the carcass and required additional trimming. This hook u-as cleaned before m h e r  
use. W-e were :old that this  n p e  of equipment would be added to the specifics for cleaning in the written SSOP. .h 
establishment ~vorker, (not normally in that position): 1 ~ 2 s  eviscerating carcasses ad somerimes allowing the product to 
touch :he floor of the stand he was working on. This product was condemned b>-the inspection senice veterinarian. (9 
CFR 315.15) 

46 5 1 Fat particles mere obsen ed on 01er-head structures during the pre-operational sanltatlon mspectlon m the slaughter 
house. The overheads \sere re-cleaned and mpected before production began 

13 5 1. Establishment pre-operational sanitation inspection records did not include descriptions of the deficiencies found 
nor did *ey include complete corrective actions to include prel-entive measures. The descriptions presented were 
insufficient and included such notes as "old dirr" and '%splatter". (9 CRF 416.16) 

19'5 1 Although all aspects of verification were present m both the plan documentation and mplementation. there stdl u a s  
some conhslon about calling them "monaormg" or "verification". Also, calibration. although performed. u a s  not clear11 
delineated and the frequency and procedures w ~ l l  be reevaluated (9 CFR 417 4) 

39,15 ll'56. Excessive grease was observed on the rails and other overhead construction. No immediate action was taken. 
Additionally, a number of rusty bolts over hooks were observed. These were scheduled for correction. (9 CFR 416.2b) (EC 
Dir. 64!'433) 

43:j 1/56, The water supply is municipal w t h  additional tap testing submitted by the establishment. The latest water 
sample results were questionable as defined by the Finish inspection. There was no follow up of this sample. There was 
not a clear understanding of whose responsibility this follow-up was. (9 CFR 416.2g) (ECDir. 64,/433) 

35/56. An establishment emplo~.ee allowed his steel to contact the stairs as he moved. He did not wash and sanitize this 
steel automatically. but did so after being told to by  the inspection service veterinarian. No product contact was observed 
(9 CFR416.3) (EC Dir. 64 433) 

58. Based on the above observations: NFA has issued a Xotice-of-Intended-Delistmentto this establishment. 
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Basic Requirements I RS.. Economic Sampling Res~l's 
-

7 Writter SS3P 33 Scheduled Sample 0 


34 Speces Testing 0 
5 Signed and daed SSOP by ST-s,te or overall author~ty 

I 
35 Resioue-- ---- I n 

Sanitation Standard Operating Procedures (SSOP) I Part E -Other Requirements 
7 


' I
Ongoing Requirements I I-
10 lm~lernentation of SS3P's mcludng rnonltonng of implementat~on I 36 Export 

:1 Maintenance and evaluation of the effecbveness of S O P ' S .  
I 

37 Import 

12 Corlective action when the S S 0 3 s  have faied to p-event direct I 


;ruduct c s t a r n n a t a  or adultera!lon I 
18. Es:aoiishiiien; Giomds and P s i  Conrroi 

I 

I 

I
'3 Daly rezords docmen t  item 10 11 and 32 above x 39. Estabi~shmentConstruction/Ma~ntenance 

IPart B - Hazard Analysis and Critical Control I 40. Light 

Point (HACCP)Systems - Basic Requirements 
I 


14 Develoced mc implemented a wnt tm HACCP plan 0 
I
15. Contents of the HACCP list the f m d  safety hazards, 0 42 Plurnc~ng and Sewage 

a i t i cd  control pants, crit~cal limits, pcedures ,  mrrecbve adions I 


16. Records documenting imphen ta t i on  and monitonng of the 0 4 3  iriiarcr ~ u p p i y  I 

HACCP plan. 

I 


17 The riACCP pan IS sgned and d&ed by !ne respons~ble 0 I
estabhshment indlvdual 45. Equipment and Utensils 

Hazard Analysis and Critical Control Point +-
(HACCP) Systems - Ongoing Requirements 46 Sanitary 3pera:ions 
I-


18 Monibnng of +ACCP plan 0 47 Employee H y g ~ e n e  
 I 

19 Venf~cahor and vaidat~on of HACCP plan 0 
48 Condemned Product Control I 


I 

20 Correctwe action w r~ t t a l  in HACCP plan 0 

0
21 Reassessed adeq~acy  or the HACCP pian Part F - Inspection Requirements 
! I 

I 
 I 
22 Recor& document~ng b e  written hACC?  plan mni to r i rg  of :he I 

0 49 Government Staffmg I 

cr~t icalcontrol pin!s dates a ld  tmes cf specif~c event occurrelces 
 1 

IPart C -Economic / b%bolesomeness 50 Daily I - spec t~m Coverage 

23 Labeing - Roduct S~andards 0 51 Enforcement 1 x

24. iabaing - Net Weights 0 


I 

52. Humane Handling 
25 General Labellno n nI 


26 Fm Piod StandaidsrBone~ss (3efens APLnPrk Skinshlo~s'ure) 0 53. An~ma!  loentification ; O 
Part D -Sampling I 

Generic E. col i  Testing I 54 Ante Mwtm i n spc t i on  ' 0 
-.- -- - --- -

27 Wi,t ter Drccedures I n 55 Post M o t m  lnscect~on 0 
I


28 Sample Coiect~or iAnalys~s 
I n 

Part G - Other Regulatory Ovets~ght Requ~rements 

Salmonella PerFomnce Standards - Basic Requirements 
5 Europa r  C.onmdnity Drac-lves 
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Livsmedelsverket  N a t i o n a l  F o o d  Agency 

May 12, 2004 

Sally Stratmoen 
Chief, Equivalence Section 
International Policy Staff 
Office of Policy, Program Development and Evaluation 
Food Safety and Inspection Service 
U.S. Department of Agriculture 
Washington D.C. 20250 
USA 

Dear Ms Stratmoen 

Ref: Your letter, March 12, 2004 

Subject: AUDIT REPORT FOR FINLAND, JANUARY 12 - 29,2004 

The National Food Agency (NFA) has the following minor comments as regards the audit report, 
2004: 

3 Protocol 

First paragraph: the name of the private laboratory is incorrect. It should read HK Ruokatalo Oyj, 
Laboratory. 

6 Main findings 

6.2.1 CCA Control Systems 

Third paragraph, second sentence should read: Three of the establishments certified for U.S.- 
export are located in the Province of Western Finland and two in the Province of Southern 
Finland. 

6.2.2 Ultimate Control and Supervision 

First paragraph, first sentence should read: The tasks of the NFA include meat inspection and 
control in slaughterhouses and other establishments, approval of slaughterhouses and 
establishments in connection with slaughterhouses, (the rest of the sentence remains 
unchanged). 

6.3 Headquarters Audit 

The sixth bullet point of the first paragraph should read: 
- Label approval records (delete "such as generic labels, and animal raising claims") 

E l i n t a r v i k e v i r a s t o  L ivsmedelsverket  N a t i o n a l  F o o d  Agency 
5)PL 28 (Vanha m l v ~ r ~ e  PB 28 (Gamia vlntervagen 5 )  PO Box 28 (Vanha uivi t ie 5) 

F~nland0058 1 Helslnk~ 00581 Helsngfors F~nland 0058 1 He l s~nk~ ,  

puh. (091 393 I500 t e  (09) 393 1500 Tel +35E 9 353 1500 
fax (09) 393 1550 fax (09) 353 1590 F a  i 3 5 8  9 393 I590 

~nfo@ei~nrarv~uev insto  ~nfo@elinm-v~kev~rasro ~nfo@nia.fiii fi 
R svenska vrnn nfa firengi~shw . e i ~ n t a : v i k e v ~ n s t afi wwwel~ncarvikev~rasro 

t fierun~m~.sukunimi@el~ncarv~kei~rasro (ornamn e i rernamn@ei ln2rv l~e~ l r25to  f i~srname lzsrname@n!~ fi 



8 Residue and Microbiology Laboratory Audits 

The name of the pnvate laboratory should read HK Ruokataio Oy], Laborafory (instead of 
Ruokatalo Oyj, Forssan Laboratory). 

Foreign Establishment Audit Checklist 

As regards Est. No. 85, we disagree with the following findings: 

39/57/56: According to the report no immediate action was taken to clean the grease in the 
overhead rails. 

The company started to clean the rails immediately but unfortunately we did not 
inform the auditor about the action. 

43/51/56: The report states that the latesf water sample results were questionable as defined 
by the Finnish inspection. There was no follow up of this sample. 

It seems that there has been some misunderstanding about this matter, as the NFA 
personnel only detected that there was an unacceptably long delay in taking a new 
water sample. No other problems were identified. 

Yours sincerely 

G-
Osmo Maki-Petays 
Director 
Meat and Fish Hygiene Unit 

/ Anna-Maija Gronlund 
Senior officer 
Meat and Fish Hygiene Unit 
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